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(54) COMPOSITION FOR FILLING IN SOFT CAPSULE 

(57) Abstract: 

PURPOSE: To obtain the tilled composition having 
improved fluidity and utilization of active component, 
by compounding a sorbitan fatty acid ester and a 
poly oxy ethylene sorbiian fatty acid ester into an oily 
base containing dispersed active component hardly 
soluble in an oily solvent. 

CONSTITUTION: An active component hardly soluble in 
an oily solvent, especially acetaminophen or 
acetaminophen preparation useful as an antipyretic, 
analgesic and antiinflammatory agent is uniformly 



dispersed in an oily base in suspended stale to obtain a 
composition for filling in a soft capsule. In the above 
process, the base is compounded with (A) a sorbitan 
fatty acid ester, especially sesquioieic acid sorbitan 
ester, (B) a poly- oxy ethylene sorbitan fatty acid ester, 
especially polysorbate 80 and. if necessary. (C) a wax. 
The fluidity of the composition can be improved, an 
agent containing said active component at high 
concentration can be prepared and the utilization cf the 
active component can be improved by the increase of the 
solubility of the active component in digestive tracts. 
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In addition/ if a soft capsule having the composition 
according to the present invention filled therein is orally 
administered to a patient, the solubility of the active 
components is not decreased in the digestive tract, and 
hence, the bio-availability of the active components is not 
degraded . 

(Examples J 

Next, the present invention will be described below with 
reference to specific examples. However, it. is to be 
understood that the scope of the present invention is by no 
means limited by these examples. 
[Example 1] 

acetaminophen 25.0 g 

sorbitan fatty acid ester 2.5 
polyoxyethylene sorbitan fatty acid ester 0.5- 
safflower oil 22.0 
A composition for filling in a soft capsule was prepared 

by dispersing acetaminophen uniformly in the base substances 

included in the above list. 



[Example 2] 

acetaminophen 25.0 g 

sorbitan fatty acid ester 2.5 

polyoxyethylene sorbitan fatty acid ester 0.5 

beeswax 0.5 

saf flower oil 21.5 



A composition for filling in a soft capsule was prepared 
by heating the base substances in the above list beforehand 
to dissolve beeswax and then dispersing acetaminophen 
uniformly in the base substances. 

12.0 g 
14 . 4 



[Example 3] 

acetaminophen 
ethenzamide 
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caffeine anhydride 
sorbitan fatty acid ester 

polyoxyethy lene sorbitan fatty acid ester 
medium chain fatty acid tri-glycerol 



3.6 



2.0 



0.5 



17.5 



A composition for filling in a soft capsule was prepared 
by successively dispersing acetaminophen, ethenzamide, and 
caffeine anhydride uniformly in the base substances in the 
above list. 

[ Example 4 J 

acetaminophen 12.0 g 

ethenzamide 14.4 
caffeine anhydride 3.6 
sorbitan fatty acid ester 2.0 
polyoxyethylene sorbitan fatty acid ester 0.5 
beeswax 0.5 
saf flower oil 17.0 
A composition for filling in a soft capsule was "prepared 
by heating the base substances in the above list beforehand 
to dissolve the beeswax and then successively dispersing 
acetaminophen, ethenzamide, and caffeine anhydride uniformly 
in the base substances, 

[Example 5] 



acetaminophen 


20 


.0 g 


chlorpheniramine maleate 


0 


.2 


dihydrocodeine phosphate 


0 


.3 


dl-methylephedrine hydrochloride 


0 


-6 


caffeine anhydride 


0 


.7 


sorbitan fatty acid ester 


2 


.2 


polyoxyethylene sorbitan fatty acid ester 


0 


.5 


Carnauba wax 


0 


.8 


medium chain fatty acid tri-glycerol 


24 


.7 


A composition for filling in a soft capsule 


was 


prepared 



by heating the base substances in the above list beforehand 
to dissolve the Carnauba wax and then successively dispersing 
acetaminophen, chlorpheniramine maleate , dihydrocodeine 
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phosphate, dl-methy lephedrine hydrochloride/ and caffeine 
anhydride uniformly in the base substances. 
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